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DETAILED ACTION 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 1 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. The recitation of "at least one member selected from..." does not distinctly define the 
group from which the selection is being made. Thus it is unclear whether the selection options 
are phosphate group-containing methacrylates represented by structural formula I only or if the 
selections options are phosphate group-containing methacrylates represented by structural 
formula I, monomers having a nitrogen atom in its side chain, and monomers copolymerizable 
with these components. For the sake of applying prior art, the examiner has taken the latter 
interpretation. 

Ciaim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 



(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 8-10 are rejected under 35 U.S.C. 102(a) as being anticipated by Dobrozsi et al. 
(U.S. Patent No. 6,503,955). 

Dobrozsi et al. teach a solution with a polyoxyalkylene copolymer of ethylene oxide with 
propylene oxide (poloxamer/pluronic) and propylene glycol, in the absence of an ionic 
compound (see column 5 lines 37-63 and example XIII vehicle formulation; instant claims 8-10). 
Therefore claims 8-10 are unpatentable over Dobrozsi et al. 

Claims 1, 3, 4, and 5 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Wichterle et al. (U.S. Patent No. 3,220,960 - listed as Drahoslav Lim et al. on 1449). 

Wichterle et al. disclose a molded gel (ophthalmic lens) made of a copolymer of 
acrylamide (monomers having a nitrogen atom in its side chain) at 15%, ethylene glycol 
monomethacrylate (hydrophilic monomer having a hydroxyl group in its molecule) and ethylene 
glycol dimethacrylate (monomer copolymerizable with the other monomers) (see column 5 lines 
61-70; instant claims 1 and 3-4). Further, Wichterle et al. teach that the resulting gel is loaded 
with penicillin (cationic group containing drug with tertiary amine) (see column 5 lines 760-73; 
instant claim 1). Therefore claims 1, 3, 4, and 5 are unpatentable over Wichterle et al. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 of this title, if the differences between tlie subject matter sought to be patented and the prior art 
are such that the subject matter as a whole would have been obvious at the time the invention was made to 
a person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 
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The factual inquiries set fortti in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

The four factual inquires of Graham v. John Deere Co. have been fully considered and analyzed 
in the rejections that follow. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 6 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over Sulc et 
al. ( U.S. Patent No. 5,270,415) in view of Aiache et al. (U.S. Patent No. 6,713,080). 

Sulc et al. teach a contact lens as a drug delivery system where a cationic and anionic 
monomer pair is used (see column 5 lines 3-6; instant claim 6). Specifically Sulc et al. teach the 
lens made from a copolymer of N,N-dimethylaminoethyl methacrylate (anionic monomer) 
methacrylic acid (cationic monomer), 2-hydroxyethyl methacrylate (hydrophilic monomer) and 
ethylene glycol dimethacrylate (monomer copolymerizable with the other monomers) (see 
column 2 lines 66-67, column 3 lines 3-6 and 58-61, column 4 lines 22-25, and example 1; 
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instant claim 6). Sulc et al. teach the anionic to cationic polymer ratio in one embodiment to be 
approximately 90 mol% (92 mol% as calculated by examiner from example 17). It would 
therefore have been obvious to one of ordinary skill in the art at the time of the invention to use 
the contact lens formulation of Sulc et al. with an anion-cationic monomer ratio of 90mol%. Sulc 
et al. do not teach particular drugs to use in the embodiment where the lens is also a drug 
delivery device. 

Aiache et al. teach the inclusion of a sodium diclofenac, an anionic and carbonyl group 
containing drug, in a poly(2-hydroxyethyl methacrylate) hydrogel contact lens (see example 7; 
instant claims 6 and 7). Thus in view of the teachings of Aiache et al. it would have been 
obvious to one of ordinary skill in the art at the time of the invention to employ sodium diclofenac 
in the invention of Sulc et al. Thus claims 6 and 7 are obvious over Sulc et al. in view of Aiache 
etal. 

Claims 1 and 2 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nakamae et al. (Makromolekulare Chemie-Macromolecular Chemistry and Physics 1992 
193:983-990) in view of Janda et al. (U.S. Patent No. 4,640,936) and Aiache et al. 

Nakamae et al. teach the use of phosphate containing monomers in conjunction with 
hydrophilic monomers in copolymers used in hydrogels for drug delivery (page 983 paragraph 1 
lines 1-6, paragraph 3 and page 984 paragraphs 2-4; instant claim 1 ) Specifically, Nakamae et 
al. teach N,N-dimethacrylamide, acrylic acid and 2-hydroxy ethylmethacrylate as the hydrophilic 
monomers and 2-methacryloyloxyethyl dihydrogen phosphate (structure of formula I and II) as 
the phosphate containing monomer (see page 984 paragraphs 2 and 3; instant claim 1). 
Nakamae et al. do not specifically teach the use a structure of formula II or a particular drug to 
incorporate. However, Janda et al. teach the use of both 2-methacryloyloxyethyl dihydrogen 
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phosphate and bis-(methacryloyloxyethyl) hydrogen phosphate (formula III) in a polymeric 
preparation for biological use (see claim 1; instant claim 2). It would therefore have been 
obvious to one of ordinary skill in the art at the time of the invention to use any phosphate 
containing monomers, particularly those of similar structure, known at the time as suitable in 
biological applications within the preparation taught by Nakamae et al. Further, Aiache et al. 
teach the inclusion of a sodium diclofenac, an anionic and carbonyl group containing drug, in 
poly(2-hydroxyethyl methacrylate) contact lens hydrogel (see example 7; instant claims 6 and 
7). Thus in view of the teachings of Aiache et al. it would have been obvious to one of ordinary 
skill in the art at the time of the invention to employ sodium diclofenac in the invention of Janda 
et al. modified invention of Nakamae et al. Thus, claims 6 and 7 are obvious over Nakamae et 
al. in view of Janda et al. and Aiache et al. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to CAfRALYNNE HELM whose telephone number is (571)270-3506. The 
examiner can normally be reached on Monday through Thursday 8-5 (EDT). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on 571-272-8373. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Caralynne Helm/ 
Examiner, Art Unit 1615 



/Michael P Woodward/ 

Supervisory Patent Examiner, Art Unit 
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